
United States Patent and Tt^ Anpvf at.^ Office 



APPLICATION NO. 
09/591,899 



FILING DATE 
06/12/2000 



FIRST NAMED INVENTOR 
Neil T. Parkin 



20583 7590 

JONES DAY 

222 EAST 4 1ST STREET 

NEW YORK, NY 10017 



03/23/2004 



UiyiTLD STATES DEPARl MENT OF COMMFRrp 
United States Patent and Trademark Office 

Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria, Virginia 22313-1450 

WWW.USptO.gQV 



I ATTORNEY DOCKET NO. | CONFIRMATION NO. 
59597-A/JPW/JML/CMR 3775 

I EXAMINER 

FOLEY, SHANON A 



ART UNIT 



PAPER NUMBER 



1648 

DATE MAILED: 03/23/2004 



Please fxnd below and/or attached an Office communication concerning this application or proceeding. 



PTO-90C (Rev. 10/03) 





Application No. 


Applicant(s) 




Office Action Summary 

- The MAILING DATE of this communication aoo 


09/591 ,899 


PARKIN ETAL. 




Examiner 

Shanon Foley 


Art 1 Ini-f 

1648 





Tun^^AM ""^^'^^ '^^P'-Y IS SET TO EXPIRE 3 MONTH(S) FROM 

THE MAILING DATE OF THIS COMMUNICATION ~ 

" a\'lrsTrm°Mn Jtmq?^ available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication ' 

" IJ NO ^rinH '^"'Z '"^'""^r '^^^ "'''^y '^°) "^^y"' ^ ^^P'y 'fi^ minimurr of thirty (30) days will be considered timpiv 

- \f NO penod for reply is specified above, the maximum statutory period will apply and will exoire SIX f6) MONITH<; fr^nnh^l; i h . .i^ ^ 

- Fa^ure to reply within the set or extended period for reply will, by' tatute, cauTe the appi ca^^fo be^^ communication. 

Status 

1 M Responsive to communication(s) filed on 05 December 2003 and 30 December 20nn 
2a)\J This action is FINAL. 2b)|g| This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) IE1 Claim(s) 80-91 is/are pending in the application. 
4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) ^ Claim(s) 80-91 is/are rejected. 
Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawlng(s) Is objected to. See 37 CFR 1 121(d) 
11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
Priority under 35 U.S.C. § 119 

12)n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f) 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) D Notice of References Cited (PTO-892) 

Notice of Draftsperson's Patent Drawing Review (PTO-948) 
3) ^ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 

Paper No(s)/l\4ail Date 12/30/03 . 



4) □ Interview Sunnmary (PTO-413) 

Paper No(s)/Mail Date. . 

5) □ Notice of Infornrial Patent Application (PTO-152) 

6) □ Other: . 



U.S. Patent and Trademark Office 
PTOL-326 (Rev. 1-04) 



Office Action Summary 



Part of Paper No./Mail Date 32204 
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Art Unit: 1648 

DETAILED ACTION 
Request for Continued Examination 

The request filed on 2/28/02 for a Request for Co ntinued Rxamm^tinn (RCE) 
under 37 CFR 1.114 based on parent Application No. 09/775750 is acceptable and a RCE 
has been established. An action on the RCE follows. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 80-91 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

The claimed method of assessment in claims 80, 83, 86 and 89 does not have a 
clear point that ties to assessing the effectiveness of the antiviral therapy. The claimed 
method determines whether a patient has mutations in an HIV protease in specific 
codons. The steps required for this determination do not address the effectiveness of the 
protease therapy that is stated in the preamble of the claims. On pages 1-2, the 
specification discusses making choices regarding initial and subsequent therapies based 
on resistance patterns. Incorporating this concept into the claims would provide an active 
step for determining antiviral therapy. To obviate this rejection, applicant should 
incorporate language into claim 80 that states that the amprenavir treatment is initiated or 
maintained if the mutation is present and that amprenavir treatment is not initiated or 
discontinued if the mutation is absent. Support for this concept is present, for example, in 
working example 4, starting on page 108. Similarly claims 83, 86 and 89 should have 
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claim language indicating that indinavir and nelfmavir therapies are not initiated or 
discontinued if the mutation is present and that indinavir and nelfmavir therapies are 
initiated or continued if the mutation is absent. Support for this concept is also present in 
the specification for example, in working example 4, starting on page 108. Incorporation 
of language indicating these concepts would obviate this rejection. This rejection affects 
all dependent claims. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. See In re Goodman 1 1 F 3d 
1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed 
Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982)- In re Vo^el 
422 F.2d 438, 164 USPQ 619 (CCPA 1970);and, In re Thorington, 41 8 F.2d 528 163 ' 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compHance with 37 CFR 1.321(c) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent is shown to be commonly 
owned with this application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must flillv comnly 
with 37 CFR 3.73(b). ^ 

Claims 80-91 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1-12 of copending 
Application No. 09/874,472. Although the conflicting claims are not identical, they are 
not patentably distinct from each other because the instant HIV patient-derived biological 
sample includes plasma. 



This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Shanon Foley whose telephone number is (571) 272- 
0898. The examiner can normally be reached on M-F 9:30 AM - 6:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James Housel can be reached on (571) 272-0902. The fax phone number for 
the organization where this appHcation or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Liformation Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). 



